Mnanxet (AHbxo) Megaikan Npogakrtc Ko., /174.

PTA
Mo3nuin APTETT 3HeBontoroumnia nnactup 3 fligokainom 10 | Homep naprii 20240320
cm (cMm) x 15 cm (cm) N93
HAOC: He 3acTtocoByeTbCA no: 1526
CraHpapT TeCcTyBaHHA TS-QA-022 KinbkicTe 3paskis | 3 KOpob6KM
[ata BupobHuuTBa 2024-03-20 KpaiHa Kurai
NoXoaXKeHHA
[aTta BukopucTatn oo 2027-03-20 3aranbHa 60960 kopob. /
|KiNbKiCTb 635 AL,
\
Ne | AHanis TecToBuM OpuHuui | Cneuwdikauin Pesynbrar BucHoOBOK
eneMeHT
1 30BHILLHIN 30BHIiLLIHIN 1) rnagkuin, ane 6e3 Bignosinae Bignosinae
BUINAA BUMNAL NAAM, NOLKOAXKEHb
2) MNosepxHA Wapy
rento NoBUHHA ByTH
piBHOMIpHO
poanogineHa, 6e3
NPOHUKHEHHA Ha
3BOPOTHIN CTOPOH
2 | PoaMip Poz3mip CMm BigxmneHHA =5 MM [oexuHa: 10.20 | Bignosinae
cM
LwnpuHa: 15.10
cM
3 | 3anax Apomart Bez 3anaxy Bignoeinae Bianoeipae
4 | disnko- MiuHicTb Ha H/25 MM MiuHicTe NpK BiApKMBI 0.4 H/25MM Bianosinae
XiMiYHWA BiapwvB Nig, Ha 180° He NOBMHHA
iHOEKC KyToM 180° nepesuLlysatun 1,47
H/25 MM
3anuwok --- He 3anuwae snanmMmx | bea sanuuky Bianosinae
cninig nicnA
HakK/MeBaHHA Ha CKNo
5 | Mikpob6ionoria | KinbKicTb KYO/r <200 <10 Bianosinae
aepobHNX
6akTepin
3aranbHa KYO/r <20 <10 Bignoeinae
KinbKicTb
NAiCHABK Ta
APiKAXKIB
Staphylococcus | KYO/r He NOBMHHO ByTK He BnABneHo Bignosigae
aureus BUABMNEHOD
Pseudomonas KYO/r He NoBMHHO OyTW He BuABneHo Bignosigae
aeruginosa BUAB/EHO
6 | AKTUBHI NigokaiH % 24% 4.40 %
iHrpeaieHTH MeHTOoN % 21% 1.20%

KA: /npizsuile/ AyguTop: /npissuLLe/

[ata: 2024.05.14 [ara: 2024.05.14

MoromkeHo: /npissuLue/

[aTa: 2024.05.[‘4




JNTEKJAPAIISA ITPO BIAIIOBIAHICTD Ne ARGMDL/DMP
Declaration of Conformity Ne ARGMDL/DMP

MeauuHi BUpoGu:
Medical devices:

Iepenix meauuHux BUpoOiB:
List of medical devices:

Bupo6Huk:
Manufacturer:

Bupobuuya pinsinka:
Manufacturing site:

YnoBHOBAXKEHHH NMpeacTaBHUK!
Authorized representative:

Knacudikauis meauyuux BupoGin:
Classification of medical devices:

IMpouenypa ouiHkKH BiAMOBIXHOCTI:
Conformity Assessment Route:

Ceptudikar(-u):

Certificate(-s):

IIpu3HaveHui oprax 3 OLIHKHK BiANOBIAHOCTI

Ta Horo lﬂCHTHQ)lKﬂlUHHHH HOMED:
Conformity assesment body with its indentification number:

Tepmin nii Jexsapauil npo BianosiaxicTs
Validity of Declaration of Conformity

APT'ETT 3ueGonrorwunii naactup 3 Jlinokainom
ARGETT Pain Relief Patch with Lidocaine

Bkasani B JlonaTky 1 no Jeknapauii npo Bixnosiaxicts
Specified in Annex I to Declaration of Conformity

Henbta Menixen ITpomoymns AT

OTenbaxracce 26, [{ropux, CH-8001, LLIpeiinapis
Delta Medical Promotions AG

26 Oetenbachgasse, Zurich, CH-8001, Switzerland

Inauner (AHbXoit) Menikan Ipoaakre Ko., JITa.

Ne 2066 Bect Jkinwe Poya, Xaii-tex 30H, 239300 Cyxoy
CiTi, Aubxoii, Kurai.

Planet (Anhui) Medical Products Co., Ltd.

No. 2066 West Jianshe Road, Hi-tech Zone, 239300 Chuzhou
City, Anhui, China.

IMpencrapuuureo «lenbra Meniken ITpomoywns AT
M. Buirnese, Bys. HopHoBoaa, 43, 08132, Ykpaina
Representative office of Delta Medical Promotions AG
Vyshneve, Chornovola Street, 43, 08132, Ukraine

Knac ITI
Class I1]

HonaTok 3, TexHiYHOro pernaMeHTy WOA0 MEAUYHHX
BHUPOGiB, 3aTBepkeHOro noctaHoBok KabineTy MinicTpis
Ykpaiun Ne753 Bin 02.10.2013

Annex 3 of Technical regulation on medical devices, approved by
Resolution of Cabinet of Ministers of Ukraine No.753 from
02.10.2013

Ceprudikar sinnosinHocti/Certificate of conformity
Ne PR.116-17

CepTudikaT nepeBipku npoexTty/ Design Examination
Certificate Ne PR.115-17

ToBapucTBO 3 0GMeKeHOI0 BiAMOBiAaNbHICTIO « Y KpaTHCbKUH
HaYKOBHMI IHCTHTYT cepTudikauii»

Inentudirauiituuit Homep: UA.TR.116

Limited Liability Company “Ukrainian Scientific institute of
certification” Identification number: UA.TR.116

Hi#icna a0 11.01.2027 p.
Valid till 11.01.2027

INMpencraBuuurBo «Jenbta Menikes ITpomoymns AI Bin imeni Jdeabta Meniken Ilpomoywns AT neknapye
BHKOHAaHHS BUMOT LOAO MeaH4HOro BupoOy, srinHo Joaatky 1 T1a Jonatky 3 TexHiYHOro perjiaMeHTy LIOAO
MeaM4YHUX BHpPOGiB. TexXHiYyHa NOKyMeHTalisi L1040 MeJW4YHHX BHpoOGiB 30epiraerbcsi y BHPOGHMKa Ta HOro

YNMOBHOBAXKEHOI'0 NpeACTaBHUKA.

Represantive office of “Delta Medical Promotions AG” on behalf of manufacturer DELTA MEDICAL PROMOTIONS AG declares
the fulfillment of requirements for medical devices, according to Annex | and Annex 3 to the Technical Regulation on Medlcal a’ewces

Technical documentation of medical devices is kept by manufacturer and authorized representative.

Jlapuca denorona
Head of Representative office of Delta Medical Promotions AQ
Larysa Fedotova
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JNexnapauis npo Binnosinuicte Ne ARGMDL/DMP
(Declaration of Conformity Ne ARGMDL/DMP)

Jonarok 1
Annex 1
Iepenik MexHYHHX BHPOOIB
List of medical devices
Hassa mennunoro Bupoly yKpaiHCbKOI0 MOBOIO/ Hassa Mean4HOro Bupofy anrmiicsKo10
Name of medical devices in Ukrainian mogoxw/ Name of medical devices in English
APT'ETT 3neGonrorounit mactup 3 Jlinokainom ARGETT Pain Relief Patch with Lidocaine
10 em (cm) % 14 em (cm) Nel 10 cm x 14 cm Nel
APTETT 3ueGomnrorounii rmactup 3 JligoxkaiHoM ARGETT Pain Relief Patch with Lidocaine
10 cm (em) x 14 cm (cm) Ned 10 cm x 14 cm Ned
APT'ETT 3ne6osmorounit nutactup 3 Jlinokaitom ARGETT Pain Relief Patch with Lidocaine
10 cm (cM) x 14 cm (cMm) NeS 10 cm X 14 cm Ne$
APTETT 3ne6omorouunit mnactup 3 Jlinoxkainom ARGETT Pain Relief Patch with Lidocaine
10 em (cm) x 15 cm (cm) Ne3 10 cm x 15 cm Ne3
APTETT 3ne6ontorouuit niactup 3 Jligokainom ARGETT Pain Relief Patch with Lidocaine
10 cm (cm) % 15 cm (cm) Nel 10 cm x 15 cm Nel
3b:g dical-Promotions AG Tonosa IpencraBuuirsa [ensta Meaixen [Ipomoymns AT,
/ On behalf of the Dglta }caf,émmdnonsb‘!G Jlapuca denoToBa
\ (S W % "'PT—ﬁ LIk \%\\‘\\ Head of Representative office of Delta Medical Promotions AG
; 2\, L Fed
M ’%? m“’%"ﬂ?@ \\X u{j \1 arysa Fedotova
PON’F& U’*‘i@ fQ’»‘b i
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OPTAH 3 OLIHKK BIANOBIAHOCTI

TOB «YKPATHCbKUI HAYKOBWUM IHCTUTYT CEPTUDIKALLIT»
04053, m. Kuis, Kyapascbkuit y3sis, 6ya. 7, odic 320
UA.TR.116

CEPTUOIKAT BIAMOBIAHOCTI

IopsiaoK NpoBeJenHs npoueaypu 3ade3nedenns GyHKUIOHYBAHHA KOMILIEKCHOI CHCTEMH
ynpasainas  sikicrio  (Jomatox 3 Texuiunoro pernamenty WOAO0 MeuuHuX BUPoOiB,
3aTBepIUKeHOro noctanosoto Kabinery Minictpis Ykpaiuu Big 02.10.2013 Ne 753 (TP)

Bupoouuk: Delta Medical Promotions AG / {easta Meaixen IIpomoymns AT
IOpuauuna 26 Oetenbachgasse, Zurich, CH-8001, Switzerland /

ajpeca: Orenbaxracce 26, Llopux, CH-8001, IlIBelnapis

Bupoouuui Delta Medical Promotions AG / Jlenbra Meniken Ilpomoymns A’
MUTOMIA/IKH: 26 Oetenbachgasse, Zurich, CH-8001, Switzerland /

Orenbaxracce 26, Llropux, CH-8001, IlIBeiinapist

[Ipencrasuuntso «Jlensra Meniker [Ipomoymns AT»
08132, m. Bumrnege, Bys1. YopHoBora, 6ya. 43, Ykpaina

Vnosnosaxennii  Ilpercrapunurso «Jeabra Meniken IIpomoymns AI»

NpPeICTABHUK: 08132, M. Bunese, By.1. HopHososa, Oya. 43, Ykpaina

Kon €JIPTIOY 26609879
Bupoon: Koukpemuzosana cepa naseoena na cmopinkax 3-4 yboeo cepmucpixama
Kaac: I (crepuabumii), Ia, 116, 111

INpusnayennii opran 3 ouinku Bianosianocri Tosapucrso 3 00MEeXKeHoI0 BiANOBIAAIbLHICTIO
«YKkpainchbknii HaykoBuii iHCTHTYT ceprudikanii» (inenHTrdikauiinui Homep Ne UA.TR.116)
TiATBEPIKYE, MO BKa3aHUil BAPOGHHK BIIPOBAJMB CHCTEMY YMPAB/IHHA AKICTIO Ha eTanax po3poli1eHHs,
BHPOGHHMIITBA Ta OCTATOYHOI NePeBiPKH CTOCOBHO 3a3HAYEHUX BUPOOIB, a JUif BupobiB I (cTepuibHHIt)
Knacy Ha cTamisx BMpOGHWYOrO npouecy, w0 noe’s3aui i3 3abesneueHHaM Ta 30EPEHKEHHIM CTaHy
cTepunbHOCTI, y BianosiaHocti ao nywkris 3-7 Jlonarka 3 TP Tta ska € 00’ €KTOM TMEPIOAMUHHX
HATVIAZIOBUX ayauTiB 3riano myHkTis 12-15 Jlomatka 3 TP. Jlns peanizauii npoaykuii I kmacy
[0JaTKOBO Mae GyTH HasBHMI cepTudikaT nepeBipku npoekta 3a nynkramu 8-11 onarka 3 TP.

IMixcrasa st BHaAi:
AKT excneptusu JokymenTarii Ne PR.738/CH1/2-PR.1 16/CH3-CH4/2-23 Bix 04.07.2023;
Piwenns npo sujaavy ceptudikara Ne PR.1 l6/CH3-CH4/§-_2)3 Bix 05.07.2023.

4/‘ /

Ceprudikar Ne PR.116-17

Jlisicuuii 1o «11» ciuans 2027 p.
Bunanus No 10 sig «05» nunns 2023 p.
Brnepiue Bupano 12.01.2017.

KepiBHuk oprany 3
OLIIHKH BiJMOBIIHOCTI

80103 ‘ 10302 Cropinka 1 36
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OPTAH 3 OL|IHKM BIANOBIAHOCTI

TOB «YKPATHCbKMIM HAYKOBUI IHCTUTYT CEPTUDIKALLIT»
04053, m. Kuis, Kyapascbkuid y3Bis, bya. 7, odic 320
UA.TR.116

Iepesnik cyOnigpsiiHUX BUPOOHHUKIB:

- Planet (Suzhou) Medical Products Co., Ltd. / [Ltanet (Cyxoy) Meniken [1ponaxte Ko., JIta.
No.33, Qinglian Road, Xuguan Industrial Park, Suzhou Hi-Tec Development Zone, Suzhou,
215151, P.R.China /

Ne 33, Kinrnian Poyn, Keyryan Iunactpian ITapk, Cyxoy Xaii-Tex Jlepenonment 3on, Cyxoy,
215151, KHP

- Hangzhou Singclean Medical Products Co., Ltd./ Xanwxoy Cunxmun Meniken Ipoaakte Ko.,
JItn.
No. 125 (E), 10th Street, Hangzhou Economic and Technological Development Zone,
Zhejiang, P.R.China /
Nel125 (E), 10 Byn., Xanwkoy Exonomix ena Texunonorikan Jlepenonment 30H, WxoussH,
Kurai

- Industria Farmaceutica Nova Argentia S.p.a. / IHAYCTPIA ®APMALIEBTUKA HOBA

APTEHTIA C.n.A.
Via Torino, 448, 10032 Brandizzo TO, Italy / Bia Topino, 448, 10032 bpanuizso TO, ITasis

- Roosin Medical Co., Ltd. / Pycin Menikan Ko., JIt.
No.8 Yuandong Road, Kouan Town, Gaogang, Taizhou City 225321 Jiangsu Province,
P.R.China/
Ho 8 I0anmonr Poyn, Kyaun Tays, [aorasur, Taitxkoy Citi 225321 ixuanrcy ITposinc, KHP

- Medoffice Saglik Endiistri Anonim Sirketi / Menodic Carnik Ennyctpi Anonim Cipkeri
Egemenlik Mahallesi, 6087 sokak No:1/21 Bornova 35070 Izmir, Turkey /
Eremennik Mexanesi, 6087 coxak Nel/21 boprosa 35070 I3mip, Typeuunna

- Medoffice Saglik Endiistri Anonim Sirketi / Menodic Carnik Ennycrpi Anonim Cipkerti
Yazibasi MAH. Kuscu CAD. No:9 Torbali — Izmir, Turkey /
SziGawi MAT . Kywmpiky KAl Ne9 Top6ani — I3mip, Typeuuuna

- WOOSHIN LABOTTACH CO., LTD./ BYIIWH JIABOTTAY KO., JITIL
(Songdo BRC SMART Valley B-109, 915, 1012, 1013, 1014, 1015, 1019, 1020), 30
Songdomirae-ro, Yeonsu-gu, Incheon City, Republic of Korea /
(Conrmo BPLI CMAPT Bemreit B-109, 915. 1012, 1013, 1014, 1015, 1019, 1020), 30,
Cournomipae-po, €oxey-ry, M. [Huxon, Pecry6tika Kopest

- Planet (Anhui) Medical Products Co., Ltd. / ITnanet (Anbxoit) Meaikan [Tponaxte Ko., JIta.
No0.2066 West Jianshe Road, Hi-tech Zone, 239300 Chuzhou City, ,nﬁi,l,(),hina/ »
Ne.2066 Bect Jixinwe Poys, Xai-tex 3oH, 239300 Cyxoy (y . béoﬁ/, Kuraii

,K&le%’gf\%\',\

! /‘® ‘/g?@f 80103 10302
N

ACTY ENISOTEC 170211 | | ACTY ENISOTEC 17065

o, /? ]




OPrAH 3 OUIHKW BIANOBIAHOCTI

TOB «YKPATHCbKWU HAYKOBUIA IHCTUTYT CEPTUDIKALT»
04053, m. Kuis, Kyapascbkuit y3Bis, bya. 7, odic 320

Uni
CERT

UA.TR.116
KoukperuszoBana cdepa:
No Haseu BupoGiB, Haseu BupoGis,
3/m AHIJIIHCHKOI0 MOBOIO YKpaiHCbKOK MOBOIO
1 proFLEX® INTRA medical orthopedic | npo®JIEKC IHTPA meauunuii oproneanttuii
" | hyaluronate g@el for injections re/b riajgypoHaTy HaTpilo uUlsl iH eKLiH
2. KQCHIKOO constipation, laxative KYUUKY® 3aKpert, nocnaboya MikpokTizma
micro-enema
3 ALPE® first aid (spray, gel, dressing, | AJITIE® mnst nepsuiHOi gonomorw (cnpe, reb,
" | bandage) NoB’sI3Ka, NJIACTUP)
4 ALPE® burncare (spray, gel, dressing, | AJIIIE® ans aikyBauus onikis (cnpeit. ress,
" | bandage) 0B’ s13Ka, MJ1aCTHP)
5 ALPE® Pain Relief Patch, Medicated | AJITTE® 3ueGoniooumii muactup 3 fikapebkum
" | Patch 3acobom
6 ARGETT Pain Relief Patch, Medicated | APTETT 3neGon0t041id NnacTup 3 J1iKapCbKum
" | Patch 3acobom
7 ALPE® HEMOSTOP Surgery (soluble | AJITE® TEMOCTOIT Xipypriuna (po3uuHHa
" | hemostatic gauze) remocTaTH4Ha MapJis)
p ALPE® HEMOSTOP Dental (soluble AJITIE® TEMOCTOIT [leHranbHa (po3uHHHa
" | hemostatic gauze) reMocTaTuiHa MapJs)
9 ALPE® HEMOSTOP Nasal (hemostatic | AJITTE® 'EMOCTOII Hazansnuii
" | sponge) (reMocTaTHYHHH TaMIIOH)
10 ALPE® HI-TECH HYDROCOLLOID | AJINE® XAW-TEK I'JIPOKOJIOI] (nos’si3ku,
" | (dressings, plasters) [J1aCTUPH)
il ALPE® HI-TECH HYDROCOLLOID | AJIIE® XAM-TEK TI'IJIPOKOJIOI]] nuactup
" | minor cuts npu nopizax
12. | ALPE® STERIL (plasters) AJITIE® CTEPUJI (nnactupy)
3 ALPE®  PrimaDerm  Hydrocolloid | AJITE® Ipumallepm [iapokonoinHuii
" | (dressing) (noB’si3ka)
5 -
14. E?il;il.;:ing) Ftomglemm Transparent AJITE® Ipuma/lepm [Tpo3opuii (nos’s3Kka)
® . .
15."| ALPE® PrimaDerm Alginate (dressing) | e Tpamallepu 3 susriiaron| xaibiio
(nos’si3ka)
16 ALPE® PrimaDerm Alginate Ag Silver | AJITIE® TTpumallepm 3 anbrinaTom Kaiblito Ta
" | (dressing) ionamu cpidza (noB’s3ka)
17. | KUCHIKOO® Protect cleansing wipes | KYUUKY® TTpoTeKT 0uHLLyIOUi BOJOT] CEPBETKH
® -
18. KUCHI.KOO GREAM Profeet wiih KYUYHKY® KPEM 3axuCHHUH 3 OKCHIOM ITUHKY
zinc oxide
19. | ALPE® FirstAid Zn-cream ﬁ‘ﬂg@ Mepwa n0MOMOra KpeM 3 OKCHIOM
ADGESTOP medical sodium | AJIITECTOIT meau4yHuid aHTHAJAre3UBHUH Trellb
20. | hyaluronate anti-adhesion gel in pre- | riamypoHaty HaTpito y nonepeiHbo
filled syringe HAMOBHEHOMY LLMPULL
Jeunelle Contour medical sodium | [Dxynens KoHTyp mMenuuHuil renb TiamypoHarty
21. | hyaluronate gel for injections in pre- | HaTpilo st iH €KWIH y FTOTIEPEIHBO HANOBHEHHUX
filled syringes with needles Lwnpruax 3 rojJKkamu
Jeunelle Beauty medical sodium | [hkynens Blioti meanunu
22. | hyaluronate gel for injections in_pre- | HaTpilo Ans in'eKwuii y s
y M&, LINPULAX 3 FOJKaMU

80103
JACTY EN ISOTEC 170211
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OPT'AH 3 OLIHKM BIANOBIAHOCTI
TOB «YKPATHCbKUIA HAYKOBUM IHCTUTYT CEPTUGIKALLIT»
04053, m. Kuis, Kyapsascbkui y3si3, bya. 7, odic 320

Uni
(CERT

UA.TR.116
Ne Hassu Bupobis, Ha3ssu BupoGis,
3/n AHIIHCHKOIO MOBOIO YKPaiHCBbKOK MOBOIO
Jeunelle Touch medical sodium | Jkywens Tau MeAnunuit reib riagypoHary
23. | hyaluronate gel for injections in pre- | HaTpito Ans iH’€KUIN y MONEPENHBO HATIOBHEHHX
filled syringes with needles LINPULIAX 3 FOJIKAMH
Jeunelle  Sense  medical  sodium | Jikynens CeHc MeAM4HWH Tenb TiagypoHaty
24. | hyaluronate gel for injections in pre- | HaTpilo Ans iH €Kil y MONEPEAHBO HATIOBHEHHX
filled syringes with needles LINPULIAX 3 FOJIKAMH
Jeunelle Volume medical sodium | [hkyHens Bon'toM MeIMdHHE Tenb TialypoHaTy
25. | hyaluronate gel for injection in pre- | HaTPito ANS iH' €KUM Y NOMEPEAHBO HATIOBHEHHX
filled syringes with needles LINPpULIAX 3 FONKaMH
Jeunelle AS Volume with Lidocaine | [ixynens AC Bon'tom 3 JlitokaiHom mMeandHHit
2% medical sodium hyaluronate gel for | rens rianypowaTy HaTpilo s iH'EKUi Yy
" | injections in pre-filled syringes with | nonepeaHbO HaMOBHEHUX WINPHUAX 3 TOJKAMH
needles for aesthetic surgery 11711 BAHKOPUCTAHHSA B €CTETHYHIH MEAMLMHI
27 A.R GETT G Bolief Paich il APTETT 3ne6omorounii rmactup 3 Jligokainom
Lidocaine
28. | KUCHIKOO® Aroma pad KYUUKY® ApomaTHaHuii 71acTHp
29 ALPE ANTIBACTERIAL ULTRA | AJITIE AHTWUBAKTEPIAJIbHUM  YJIbTPA
" | classic KJIACHYHUH
30 ALPE ANTIBACTERIAL ULTRA | AJIIIE AHTUBAKTEPIAJIbBHUM  VIIbTPA
" | medium cepe/iHiX po3MipiB
31. | ALPE ANTIBACTERIAL ULTRA XL | AJINE AHTUBAKTEPIAJIbHUN YJIBTPA XL
3 ALPE ANTIBACTERIAL ULTRA | AJIIIE AHTUBAKTEPIAJIbBHUM  VIIBTPA
" | multiple pi3HUX PO3MIpIB
133 ALPE ANTIBACTERIAL SILVER | AJIIIE AHTI/IBA’KTEPIAJII)HI/Iﬁ 3 ioHaMH
" | Ag+ CLEAR classic cpibaa MPO30OPHH knacuunni
14 ALPE ANTIBACTERIAL SILVER | AJITIE AHTI/IBALKTEPIAJIBHI/H‘/'I 3 ioHamu
" | Ag+ CLEAR multiple cpitna [TPO30OPHHU pisnux po3mipis
35 ALPE ANTIBACTERIAL SILVER | AJITE AHTI/IB/{‘IKTEPIAHBHI/H’T 3 ioHaMu
“7" | Ag+ FLESH-TONE classic cpitna TUIECHHUM xnacnyunui
36 ALPE ANTIBACTERIAL SILVER | AJITTE AHTHBA‘KTEPIA.HI)HHF{ 3 iOHamu
" | Ag+ FLESH-TONE XL cpiona TNIECHHUHA XL
37 ALPE ANTIBACTERIAL SILVER | AJIIIE AHTI/IBA:KTEPIAHI)HI/II‘/JI 3 ioHaMH
~ " | Ag+ FLESH-TONE XXL cpibna TUIECHUM XXL
38 ALPE ANTIBACTERIAL SILVER | AJIIIE AHTHUBAKTEPIAJIbBHUH 3 ionamu
" | Ag+ FLEX classic cpibna DJIEKC kaacuunuit
39 ALPE ANTIBACTERIAL SILVER | AJIIIE AHTUBAKTEPIAJIBHUM 3 ionamu
" | Ag+ FLEX XXL cpiba @JIEKC XXL =
ALPE ANTIBACTERIAL SILVER | AJIIE AHTUBAKTEPJAJIBHAM 3 ionamm
40. .
Ag+ FLEX cross finger
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OPTAH 3 OUIHKM BIANOBIAHOCTI

TOB «YKPATHCbKUI HAYKOBUM IHCTUTYT CEPTU®DIKALLIT»
04053, M. Kuis, KyapsscbKuid y3si3, bya. 7, odic 320
UA.TR.116

ICTOPISI CEPTUDIKATA

Ne 3/mi

BHAAHHSA

1 12 ciyns 2017 p. Bnepuie BunaHo.

2 17 motoro 2017 p. MepeBunanns ¥ 3B'A3KY 3i 3MiHOIO arecrarty a.eruw'Taui'f Ta

BaKTUYHOrO MiCLIE3HAXOKEHHS OpraHy 3 OLiHKH BIANOBIAHOCTI.

IMepeBuaants y 3B’A3Ky 3i 3MiHOIO apecy BUPOOHHUHOI JIIAHKH
cybniapsanoro supoGuuka “Nova Argentia S.p.A., Gorgonzola
(M), via Milano 35, Italy” na “Industria Farmaceutica Nova
Argentia S.p.a. on site Via Torino, 448, 10032 Brandizzo TO,
Italy”.
14 kBiTHa 2018 p. | Bupaneno BupoGHMYY AiNAHKY cyOmiapsaHoro BUpOGHMKA
New.Fa.Dem s.r.l., Viale Ferrovia dello Stato — Zona ASI,
Giugliano in Campania (Na), 80014, Italy.
Buecero 3minu B Hazpu Bupobis: KUCHIKOO™ 3mineno Ha
KUCHIKOO®, KYUUKY™ 3mineno Ha KYUHMKV®; EVACO
3mineno na EVAKO™: EBAKO 3mineno na EBAKO™,
Jlo cepTudikaTy 101aHO KOHKpETH30BaHY cepy Ta po3LUHUpeHO
chepy ceprudikarty Ha nosuuii 13-15.
Po3mmpeno cdepy cepTHikaTy, a came 1oJaHo mosuii 16-25.
Jlonano  BHpOGHM4Y  ainsHky — cyGmiapsanoro  BUpoOHHKa
Medoffice Saglik Endiistri Anonim Sirketi Egemenlik Mahallesi,
6087 sokak No:1/21 Bornova 35070 Izmir, Turkey.
CxopoueHo cepy cepTH(hikaTy Ha NPOAYKLILO: KYUUKVY® pyuka
JuIA BuzaneHHs Gopoasok; MakcuBAPT® kpioreparierimmi
BUpI6 1718 BHaaneHHs OOpOAaBOK; MakcuBAPT® renb ans
BUaancHHs OOpOaaBOK; MakcuBAPT® piavna ans Buaanetus
GoponaBok; MakcuBAPT® pyuxka ans BuaaneHss GopoaaBok;
EBAKO™ wmikpokaizma 3 raiuepuHom.
Bunyueno cybnigpsanux  BupoOHukie: PK  Benelux BV
(Vluchtoord 17, Uden, 5406 XP, Netherlands) Ta Koninklijke
Utermohlen NV. (De Overweg 1, 8471 ZA, Wolvega,
Netherlands).
BreceHo 3MiHK B Ha3BW BUPOOIB!
- AJIME® Tpumallepm Tiapokonoinnwii (mnactupw) / ALPE®
PrimaDerm Hydrocolloid ~(plasters) 3mineno na AJITTE®
ITpumallepm T'iapokonoinuuii (nos’saska) / ALPE® PrimaDerm
Hydrocolloid (dressing);
- AJIME® Tpumallepm Tlposopuit (mnactupu) / ALPE®
PrimaDerm Transparent (plasters) 3wmiHeHo Ha AJITIE®
7 24 6epesns 2021 p. | MNpumaflepm  Tlposopuit  (nos’sska) / ALPE®  PrimaDerm
Transparent (dressing);
- AJITIE® Mpuma/lepm 3 anbrinatom Kanbiio (nos’s3ku) / ALPE®
PrimaDerm Alginat (dressings) 3vineno na AJITIE® TIpumallepm
3 anbrinatom Kabliio (mos’sizka) / ALPE® PrimaDerm Alginate
(dressing);
- AJINE® Tlpumallepm 3 abrinaTomM KanbLigZgs

Hara Onuc

(O8]

4 28 Gepesns 2019 p.

5 21 tpaBus 2019 p.

6 14 mororo 2020 p.
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OPTAH 3 OLHKM BIANOBIAHOCTI

TOB «YKPATHCbKWI HAYKOBUI IHCTUTYT CEPTUGIKALLIT»
04053, m. Kuis, Kyapascbkuit y3sis, 6ya. 7, odic 320
UA.TR.116

Ne 3/m

Jara Onuc
BH/AHHS

amineHo Ha AJIIIE® [llpumallepm 3 anbriHatoM Kajblilo Ta
ionamn cpibna (nom’sska) / ALPE® PrimaDerm Alginate Ag
Silver (dressing);

- APTETT® 3neGomorounii niacTup 3 Jikapcbkum 3acobom /
ARGETT® Pain Relief Patch, Medicated Patch 3mineno Ha
APT'ETT 3He60IOIOUHH TUIaCTHP 3 JIKapChbKHM

3acobom / ARGETT Pain Relief Patch, Medicated Patch.

JloaaHo nepenik BApOOHHYMX MAOLIAL0K.

Jlof1aHo TPaHCKPHILLIIO HA3B Ta TPAHCITEPaLLiio aipec BUpOOHHKa
Ta cyOniapsAHHX BUPOOHHKIB.

MosTopHO cepTHdikoBaHo.

Poswmpeno chepy ceprudikara, a came 104aHo nozuiii Ne 20-27.
8 12 ciuns 2022 p. JlonaHo  BUpOOHMYi  AiNAHKM  CyOmiapsaHuX — BMPOOHHMKIB
WOOSHIN LABOTTACH CO., LTD ra Planet (Anhui) Medical
Products Co., Ltd.

Posimpeno cepy ceprudikara, a came poaano supobu: «AJIITE
AHTUBAKTEPIAJIBHUMA  VJIbTPA  knacuunnit», «AJITE
AHTUBAKTEPIAJIBHUM  VJIBTPA  cepeanix  po3mipis»,
«AJITIE  AHTUBAKTEPIAJIbHUM VJIBTPA XL», <«AJIIE
AHTUBAKTEPIAJIBHUM VJIBTPA pisaux posmipis», «AJIIIE
AHTUBAKTEPIAJIbHUM 3 iowamu cpi6na  TTPO3OPUM
KiracHunHit», «AJINIE AHTUBAKTEPIAJIbBHUM 3 ioHamu cpibia
MPO30PUIA pi3HUX po3MipiBy, «AJIMNE
AHTUBAKTEPIAJIbHUA 3 ionamn cpina TUIECHHUH
knacuuunit», «AJITIE AHTUBAKTEPIAJIBHWH 3 ionamu cpi6aa
TUIECHUM XL», «AJITIE AHTUBAKTEPIAJIbHUH 3 ionamu
cpi6na TUIECHUM XXL», «AJITIE AHTUBAKTEPIAJIbHUM 3
ioHaMH cpibia DJIEKC KJTaCHYHHI», «AJITIE
AHTUBAKTEPIAJIbHUW 3 ionamu cpibna PJIEKC XXL»,
«AJIMIE AHTUBAKTEPIAJIbHUM 3 ionamu cpi6na ®JIEKC
MIDKNaAbLEBUI».

Jlomano azpecy BHPOOHHUOT AiNSHKH cyOniapsaHOro BHpoOHWKa
Medoffice Saglik Endiistri Anonim Sirketi / Menogic Carnik
Eunyctpi Anonim Cipxeri (Yazibasi MAH. Kugcu CAD. No:9
Torbali — Izmir, Turkey / Szi6awi MAI. Kywmxy KAJL Ne9
10 05 numuas 2023 p. | TopGani — I3mip, Typeuuuna).

3mineHo Ha3By BHPOOY 3 «KYUUKY® [IpoTekT 3aXHCHHH KpeMm 3
OKCHIOM  UMHKY / KUCHIKOO® Protect Zn-cream» Ha
«KYUYUKY® KPEM 3axuchuii 3 okcuaom LHKY / KUCHIKOO®
CREAM Protect with zinc oxide». ,

9 08 uepsus 2023 p.

-

,,,,,

Ceprudixar Ne PR.116-17

JNiticuuit 1o «11» ciunst 2027 p.
Bunanus Ne 10 Big «05» nwrnus 2023 p.
Brepine Bumano 12.01.2017.
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OPTAH 3 OLHKM BIAMNOBIAHOCTI \ .
TOB «YKPAIHCbKMIA HAYKOBUM IHCTUTYT CEPTU®DIKALLIT» 4/ U ni
04053, m. Kuis, Kyapascokuii yaeis, 6yg. 7, odic 320

UA.TR.116 CERT
CEPTU®IKAT MEPEBIPKU MPOEKTY

(nyHkru 8-11 JTomatka 3 TeXHIUHOTO permaMenTy [OA0 Me/ i BHPOOIB, 34TBEPIHKEIIOrO
noctanosoro Kabinety Minictpin Vipatau sin 02.10.2013 Ne 753 (TP)

Bupobuuk: Dclta Medical Promotions AG / leanta Menicen Ipomoymis AT
HOpuanuna 26 Oetenbachgasse, Zurich, CH-8001, Switzerland /

ajppeca: Orenbaxracce 26, [iopux, CI-R001, HIneitnapis
Ynobnopaxcnuii Mpeacrasuuuiso «leanra Megikea IMpomoyumns Al
HpeCIaBHHK: 08132, m. Buiunese, Bysi. Yoprosona, 43, Ykpaina

Ko €JIPLIOY 26609879

Bupoou: ARGETT Pain Relief Patch, Medicated Patch / APIETT
3He0OTI0I0YHH NIACTHP 3 JIKAPCHLKHUM 32c060M
ARGETT Pain Relief Patch with Lidocaine / APIETT
Hebomorouni macrup + Migoxainom
(koHKpemuzoeana cghepa nasedena na cmopinyi 2 yoo2e cepmugpixama)

Kaac: 111

Ipusnascnuit opran 3 ouinkm BignoBiamocti Tosapuciso 3 obmMexenow Bignosinagabuicrio
«YKpaiHChbKHH HayKoBHH IHCTHTYT ceprudikauiin (inenrngixaniiiuuit somep No UA.TR.116)
I ATBEPIVKY €, U0 POEKT 3a3HAYEHOTO BUPOGY BiANOBixae BUMOram nyHkTiB 8-11 noparka 3 TP,

[Mincrapa nas Buaayi:
AKT excriepTusH nokymenTanii Ne PR.115/CH4/2-PR.116/CH6/2-23 Bix 06.12.2023:
Pienns upo suady ceprudixara Ne PR.115/CH4/3-23 sig 07.12.2023.

Ceprudikar No PR.115-17

Hiicumii 1o «16» mororo 2027 p. ™ //;7
Butarrst Nv 7 gig «07» rpy s 2023 p- A 27 PP
Buepuue segtano 17.02.2017. T

OUIHKH BIATIOBIXHOCTI
Poman MUXAJIKO

Cropinka 1 3 3
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OPTAH 3 OUIHKW BIANOBIAHOCTI

TOB «YKPATHCbKWUM HAYKOBWUW IHCTUTYT CEPTUDIKALLIT»
04053, m. Kuis, KyapascoKuid y3sis, bya. 7, odic 320

- Uni
CERT

UA.TR.116
KounkperusoBana cdepa:
Ne Ha3ssu BupoGiB Haszsu Bupobis
3/m AHIIHCHKO MOBOKO YKPATHCHKOK MOBOIO
1 ARGETT Pain Relief Patch, | APTETT 3neGonorouuii miacTup 3 JiKapchKuM
" | Medicated PPatch 10 cm x 12 cm Nel | 3acoGom 10 ¢t (em) x 12 em (em) Nel
4 ARGETT Pain Relief Patoh, | APIET'[ 3Hebomorounit miacTup 3 JIiKapchkum
* | Medicated Patch 10 cm x 12 cm Ne2 | 3acoGom 10 cm (cm) x 12 cm (em) Ne2
3 ARGETT  Pamn  Relief Patch, | APTETT 3neGomorounii mwiactup 3 JIKapebKuM
* | Medicated Patch 10 cm x 12 cm Ne§5 | 3acoGom 10 cm (cm) x 12 cm (cm) NeS
g ARGETT Pain Relief Patch, | APTETT 3ne6omno0unit mnactup 3 JiKapebKUM
" | Medicated Patch 12 cm x 18 cm Nel | 3acofom 12 cm (cm) x 18 cm (cm) Nel
5 ARGETT Pain Relief Patch, | APTETT 3neGonorounii miacTup 3 JiKapchKuM
* | Medicated Pateh 12 cin & 18 oin Ne2 | 3ac06om 12 cin (om) x 18 cin (em) Ne2
6 ARGETT  Pain  Reliel  Patch, | APIETT sueSototounit wractup 3 jtikapehbkum
" | Medicated Patch 12 cin x 18 cin NS | saco6om 12 e (em) x 18 cm (em) NS
7 ARGETT  Pain  Relief  Patch, | APTETT 3He6omoI0MMI I7acTHP 3 JIKapCHKUM
" | Medicated Patch 6,5 cm x 4,2 cm Nel | 3aco6om 6,5 cm (cm) x 4,2 cm (cM) Nel
g ARGETT Pain Relief Patch, | APTETT 3ne6omorounii miacTup 3 JNiKapchbKUM
" | Medicated Patch 6,5 cm x 4,2 cm NeS | 3acobom 6,5 cm (cm) x 4,2 cm (cm) NeS
ARGETT Pain Relief Patch, . :
9. | Meticassd Patch 65 em % 4.2 em APT'ETT anebomorouunii miacTup 3 JiKapcbKUM
NolO 3acoboM 6,5 cm (cM) x 4,2 em (em) NelO
10 ARGETT Pain Relief Patch, | APTETT 3ne6omoounii mwiacTup 3 JIIKapChKUM
" | Medicated Patch 10 cm x 12 cm Ned | 3aco6om 10 cm (cm) x 12 cm (em) Ned
1 ARGETT Pain Relief Patch with | APTETT 3uetomorounii miactup 3 Jlinokainom
" | Lidocaine 10 cm x 14 cm Nel 10 cm (cm) x 14 cm (cm) Nel
12 ARGETT Pain Relief Patch with | APTETT 3ne6omorounii miactup 3 JlizokaiHoMm
" | Lidocaine 10 ¢in x 14 cin NeS 10 cm (cMm) x 14 cm (cM) Ne§
1 ARGETT Pain Reliel Patch with | APTETT sueGomorouuit wiactup 3 Jlinokainom
" | Lidocaine 10 cm x {4 cm Nod 10 cm (eMm) x 14 cm (cM) Ned
14 ARGETT Pain Relief Patch with | APTETT 3nebomorounii mnactup 3 Jlimokainom
" | Lidocatne 10 cm x 15 cm Nel 10 cm (eM) x 15 cm (cMm) Nel
15 ARGETT DPain Relief Patch with | APTET | 3ueGosmowounii wiacrup 3 Jligokainom
" | Lidocaine 10 cm x 15 cm Ne3 10 cm (cMm) x 15 cm (cm) Ne3
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OPTAH 3 OUIHKW BIANOBIAHOCTI

TOB «YKPAIHCbKUM HAYKOBWUW IHCTUTYT CEPTUDIKALIT»
04053, m. Kuis, Kyapsscskui y3sis, 6ya. 7, odic 320
UA.TR.116

ICTOPISI CEPTUDIKATA
B a/n JaTa Ouuc
BH/IAHHHA i
1 17 mororo 201/ p. | Bnepme Bupnaso.
[Tepesunanns y 38’A3Ky 3i 3MiHOIO aTecTaTy akpeauranii Ta
2 14 kBiTha 2018 p. | paKkTHYHOTO  MiCUE3HAXO[KEHHS OpraHy 3  OWIHKH

BIAMOBIAHOCTI.

Breceno 3miny p nassy pupoby «ARGETT® Pain Relief
Patch, Medicated Patch / APTETT® 3ueGosoioumii miacrup
3 JIIKapchbKHM 3aco60M» 3MiHeHo Ha «ARGETT Pain Relief
3 24 Gepesnst 2021 p. | Palch, Medicated Patch / APTETT 3ue60110104M# MIacTHp 3
TKapCHKUM 38C060MY.

Honano TpaHCKpUNLIIO HA3BM Ta TPAHCIITEPALIO aupecH
BUpOOHHKa.

[TosTopHO ceprudikosauo.

Holiano kouxperHsonamny chepy cepridikara.

Posummpeno cdepy ceprudikara, a came nomaHo BUPI6
«APTETT 3ne6omorounii mnactup 3 JlizokaiHoM».

4 '/ mororo 2022 p.

T
LCCC
"I

Posmmpeno chepy ceprudikara, a came JofaHO BHPI6
5 07 kBitna 2023 p. | «-APTETT 3ue6onrorounii miactup 3 JligokainoM 10 cm (cm)
X 14 cm (cm) Nedy.

oo e

::/

Posmmpeno cdepy ceprudikara, a came nopaHo BHpI6
18 sostHa 2023 p. | «<APTETT 3He60m0r0umit niacTup 3 ikapchkum 3acoGom 10
cm (eM) X 12 cm (cm) Nedy,

79
25
<)

Posumpeno cdepy ceprudikara, a came nopaHo BupobH
«APTETT suebomowouuit wiacrup 3 JMnoxaiom 10 em (cm)
x 15 em (cm) Nel» ra «APTETT 3ne6omtotouuit mnactup 3

2
o
i

N 7 07 rpy s 2023 p.
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